the l*** Sia«» TWd«nuf*». 




PATENT 



Date of 5* 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



CD 

m 

CO 

m 



OS 



In re Application of: LeCJuyse, Edward L, eUL 



Filed'. March 17.2000 

METHOD OF S- _ , 

SUSCEPTIBILITY TO BILIARY EXCRETION 



Group Art Unit: 1651 
Examiner Afremova,V 
DocKet No.; 421/17/2 



o 

CTJ> 

rx ) 

CO 

c > 

c > 



^ METHOD OF SCREENING CANDIDATE COMPOUNDS FOR 



nc r r i AftATKDN D1 W 1 '^T tQ * 7 0 F R 

Commissioner for Patents 
Washington, D.C. 20231 

Sir. 

1 . I. Edward L LaCluyse. ,m » inventor of the invention <M<Md and 
daimed m ft. above capttoned 0.8. Paten. Application Serial No. 09/527.352. 

2 I have had an opportunity to reviewtha Official Action mailed on March 1 3, 
2001 from ft. U.S. Patent and Tradema* Office for the above-refarancad U.S. patent 
application. 

3. I have 8i50 reviewed the following documents cited by the United States 
Patent and Trademark Office in the Official Action mailed on March 13, 2001 : 
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(a) uu et al.. "Biliary Excretion In sandwich-Cultured (SC) Hepatocyte* A 
Nov9 | In VM Mod* System for .rutins Biliary Excretion; Ph«m. 
Scl. 1:8-119 (1998). (Abstract) 
4 The invention embodied m ctolms l*t of the subject u s. patent 
epp^n wa. invented prtor to the November 16. 1998 ******* •» 

ewhshu a ic a trijp and accurate redacted copy of an 
5. Attached hereto as Exhibit A is a irue anu * w 

invent dMotw document submitted to the Office of Technology Development at 
the UnMr* of North Carolina at Chapel tfj. Exhibit A describe, the invention 
embodied in dalms 1-64 and predate* tto November 16. 1998 puttaMn date of 



I in at al. 



, hercbydeclarethatall statements herein of my own Knowledge are true and that 
all statement, made on information and belief are believed to be true; and further that 
these statements were made w*h the knowledge that willful false statute and the 
U. so made are punishable by fine „ imprisonment, or both, under §1001 of Title 18 
of the United States Code and that such willful false statements may jeopardize the 
validity of the application or any patent issued thereon. 
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y DI&CLOS1N© PARTIES*: 

, Edward L.LeCluy S e 2 Kim L.R Brauwer BMnflionguu 




^umj Address: 




noma Phdrt* 

, . an ;*v*fltor iff who contribute* » tte concoptfon 

ZZnirmton lou-nto^ most **h unW such f>rr* « pa»™ »PP . . 
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following Iwenfan; 

2l TITLE OF INVENTION^ 

ft, Vliro Hwatocyte Culture System as a Screen tor Biliary Excratlon 
3. DATE OF INVENTION! [Indicate actual or approximate dates J 

garllesr conception" 
Exj»rirn§rtWion Period; 
Reduction 10 PfBCtt0e"8 

A« «*«wnertai data wftUng M invsrrtwn or prWpes d tti. wmMqa 
YES 

eomottB mnd capenrov* « ^rned. as <r w J*™^" ~ 
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DESCRIPTION OF INVENTION; .^rvvsitinn nf 

I nanifv invention as one or more of the following: a new pracws, coropraitoon i or 



dfvice 

A new process 



Write a Maf d«cnptiv6 abstract of *e invention without date** any confidential 
Ration TW» may be used for marketing pilose* 

consul prtcw- m «*««««. " *° M i7^JrSS* fcr hHW Tb#*fa*. dwre » » netd 
Cun*idy no such model sy««* tas b*o icponed. Ow I ^^^ n ^^^^™ t ^S^^ Tteltfl culcui* 

"^'"^TtLl fZ^^ZZZZ^ZZ* « in v.- W* MAIM 
to dMtrmiia a drug'i potential for biMuy dinii»aon. 

Exoand on novel and unusual features which distinguish this 
SSSKty pSSSi dc«* in* invention «*• or what advantage doe* .t 
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faOfliaas it limiBd with Inoci oijax modcla. 
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OKbMkax of hepatobiliary dttpaairlOA, pwdeultriy. tiiftuulic* of drags. Than is a growing iautm in pmfleiing 
XMioMotiamiemieiiU! syumie difpocttioB. rouus of hepatie exerttioa, ud (attractions between xenobiodet within die 
hoioM ^><^>•lObi]tt^y system for pfunwcologtctl sod uxjealflgtMl pxrpout, Soeh l nod«l «ysasn slsd will help in our 
undcnttoiiifi of dtt Aechidlsms Involved in hepado tonsJwwcn Of XlUttaila/msiaholitcfi in hulifay and disease 



d. Comment on possible uses for the invention. In addition to Immedlata applications, 
am there other uses that might be realized In the future? 

it Is anticipated that there will be an immediate need for this model system to 
help screen new drugs tof their propensity to be extensively eliminated into the bite 
via first pass metabolism. Other uses may be aa a screen to test drugs as 
substrates or inhibitors for specific hepatobiliary transporters. 



